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earned patent term adjustment. See 37 CFR 1.704(b). 
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The following is a quotation of the first paragraph of .35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 18 and 22 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description 
requirement. The claim (s) contains subject matter which was not 
described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor (s) , 
at the time the application was filed, had possession of the 
claimed invention. This application is denoted as being a 
continuation of application Serial No. 10/409,255. There is no 
basis in the original specification of this application or the 
original disclosure of the parent application for the limitation 
that tissue is captured in a gap formed between two inflated 
wall segments of the series of segments 214, 216, 218, 220 
(figure 35) . 

The following is a quotation of the second paragraph of 35 
U.S.C. 112: 

The specification shall conclude with one or more claims particularly 
pointing out and distinctly claiming the subject matter which the applicant 
regards as his invention. 
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Claims 18-21 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point 
out and distinctly claim the subject matter which applicant 
regards as the invention. In claim 18, line 1, there is no 
antecedent basis for "the at least one layer of tissue" . In 
claim 19, lines 12-13, it is unclear what "the first wall 
segments" (plural) refers to since the term "first and second 
wall segments" defined in line 7 appears to denote a single 
first wall segment and a single second wall segment. In claim 
22, "is" or a similar word should be inserted after "tissue". 

The following is a quotation of the appropriate paragraphs 
of 3 5 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or 
a foreign country or in public use or on sale in this country, more than one 
year prior to the date of application for patent in the United States. 

The following is a quotation of 35 U.S.C. 103(a) which 
forms the basis for all obviousness rejections set forth in this 
Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the 
art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 
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Claims 12-22 are rejected under 35 U.S.C. 102(b) as 
anticipated by or, in the alternative, under 35 U.S.C. 103(a) as 
obvious over Taylor (3,952,742). Taylor discloses a device for 
providing a working passage comprising tubular member 12, bore 
12a and two wall segments 22, 24 longitudinally spaced apart 
(col. 2, lines 54-58). Alternatively, it would have been 
obvious that the Taylor device for provides a working passage 
(claim 12) and is an access device (claim 19) due to the 
presence of bore 12a. As to claim 15, each wall segment is 
substantially flush with an exterior surface of the tubular 
member when uninflated since the amount the wall segment extends 
radially outward from the exterior surface of the tubular member 
when uninflated is very small as seen by the solid lines 
denoting members 22 and 24 in figure 1. 

Claim 15 is rejected under 35 U.S.C. 103(a) as being 
unpatentable over Taylor (3,952,742) in view of Stevens 
(4,022,216). Assuming arguendo that the uninflated balloons 22, 
24 of Taylor are not substantially flush with an exterior 
surface of the tubular member, Stevens teaches that it is 
desirable to make the uninflated balloon 32 of a balloon 
catheter lie flat within a recess to be flush with the outer 
surface of the support member (figure 4) and thus apparently 
make insertion of the device into the body less traumatic. It 
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would have been obvious to make balloons 22, 24 of Taylor also 
lie flat within a recess so that it too would have this 
advantage . 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Michael 
Thaler whose telephone number is (571) 272-4704. The examiner 
can normally be reached Monday to Friday, 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Anhtuan T. Nguyen can 
be reached on (571) 272-4963. The fax phone number for the 
organization where this application or proceeding is assigned is 
(571) 273-8300. 
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